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Commissioner for Patents 
PC Box 1450 

Alexandria, VA 22313-1450 
Dear Sir: 

PETITION TO THE COMMISSIONER UNDER 37 CFR §1.182 

Applicants respectfully request a refund of fees paid on November 7, 2003 in connection 
with the above-identified application. The present Petition is accompanied by the authorization to 
charge the Deposit Account the appropriate fee of $130.00. 

Statement of Facts Involved 

1 . The U.S. Patent and Trademark Ofiice (PTO) mailed a Final Rejection on May 7, 2003 in 
which claims 24-31 and 40-47 were rejected for lack of enablement (see Exhibit A, enclosed 
herewith). 

2. Applicants' representative filed via Express Mail an "Amendment and Request for 
Reconsideration" on July 7, 2003 (see Exhibit B, enclosed herewith). 
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3. The PTO mailed an Advisory Action on July 30, 2003 which indicated that: 1) Applicants' 
reply dated July 7, 2003 overcame the enablement rejections of claims 24, 26-28, 30, and 31 (i.e., 
the only rejection of those claims); and 2) amended claims 24, 26-28, 30, and 31 would be allowable 
if submitted in a separate, timely filed amendment canceling the non-allowable claim(s) (see Exhibit 
C, enclosed herewith). 

4. Applicants' representative filed via Express Mail, along with a return card, an 
"Amendment" on August 7, 2003 in which the non-allowed claims were canceled - only the 
allowable claims (i.e., claims 24, 26-28, 30, and 31) remained pending (see Exhibit D, enclosed 
herewith). 

5. AppUcants' representative received a copy of the return card on August 19, 2003 which 
showed that the PTO received Applicants' Amendment mailed August 7, 2003 as indicated by the 
PTO date stamp (see Exhibit E, enclosed herewith). 

6. On November 6, 2003, AppUcants' undersigned representative spoke with Examiner John 
LeGuyader regarding Facts 1-5 listed above. Examiner LeGuyader indicated that the PTO had no 
record of receiving the Amendment filed August 7, 2003. Examiner LeGuyader referred Applicants' 
undersigned representative to Examiner Andrew Wang. 

7. On November 6, 2003, Applicants' undersigned representative spoke with Examiner 
Andrew Wang regarding Facts 1-6 listed above. Examiner Wang indicated that the above-identified 
application was in the process of being scanned. Examiner Wang fiirther suggested that, in view of 
Facts 1-5 above, Applicants' undersigned representative timely file a copy of the Amendment 
originally filed on August 7, 2003, a Notice of Appeal, and an Extension of Time in order to prevent 
abandonment of the AppHcation. 
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8. Applicants' undersigned representative filed via Express Mail on November 7, 2003 a copy 
of the Amendment originally filed on August 7, 2003, a Notice of Appeal, and an Extension of Time 
(see Exhibit F, enclosed herewith). 



Action Requested 

The facts above indicate that Applicants timely filed (i.e., v^ithin three months of the date 
of the Final Rejection — on August 7, 2003) an Amendment which, if entered, would result in only 
allowable claims remaining pending. The facts above also indicate that the PTO, in fact, received 
the Amendment filed August 7, 2003. Thus, all fees that were paid on November 7, 2003 (i.e., the 
Notice of Appeal fee of $165.00 and the Extension of Time fee of $475.00, totaling $640.00) were 
so paid on account of PTO error/delay. Accordingly, Applicants respectfiilly request that they receive 
a refimd of $640.00. Further, Applicants respectfiilly request that their patent term adjustment not 
be negatived by the PTO error/delay in issuing a Notice of Allowance. 



Respectfiilly submitted, 

Paul K. Legaard 
Registration No. 38,534 

Date: 7 November 2003 

COZEN O'CONNOR 
1900 Market Street 
Philadelphia, PA 19103-3508 
Telephone: (215) 665-6914 
Facsimile: (215) 701-2141 
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— The MAILING DA TE of this communication appears on the cover sheet with the correspondence address ~ 
Period for Reply 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) FROM 
THE MAILING DATE OF THIS COMMUNICATION. 

- Extonsbns of time may be available under the provisions of 37 CFR 1 .136 (a). In no event, however, may a reply be tkrwly filed after SIX (6) MONTHS from the 
mailing date of this communication. 

- tf the period for reply specified above is less than thirty (30) days, a reply within the statutory minimum of thirty (30) days will be considered timely - 

- If NO perk>d for r^ly is specified above, the maximum statutory period will ^ply erKi will expire SIX (6) MONTHS from the mailing date of this communication. 
• Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 1 33). 

- Any reply received by the Office later than three months after the rrtailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1 .704(b). 

Status 

1 ) K Responsive to communication(s) filed on Feb 20, 2003 



2a) K This action is FINAL. 2b) □ This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice un6Bx Ex parte Quayle, 1935 CD, 1 1; 453 O.G. 213. 

Disposition of Claims 

4) SI Claim(s) 24-31 and 40-47 is/are pending in the application. 

4a) Of the above, claim(s) is/are withdrawn from consideration. 

5) □ Claim(s) is/are allowed. 

6) K Claim (s) 24-31 and 40-47 is/are rejected. 

?)□ Claim(s) is/are objected to. 

8) D Claims are subject to restriction and/or election requirement. 

Application Papers 

9) n The specification is objected to by the Examiner. 

10)0 The drawing(s) filed on is/are a) □ accepted or b)^ objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1 .85(a). 
1 !)□ The proposed drawing correction filed on is: ajD approved bjD disapproved by the Examiner. 

If approved, corrected drawings are required in reply to this Office action. 

12) D The oath or declaration is objected to by the Examiner. 
Priority under 35 U.S.C. §§ 119 and 120 

13) 0 Acknowledgement is made of a claim for foreign priority under 35 U.S.C. § 119(a)-(d) or (f). 
a)n All wD Some* c)U None of : 

1. □ Certified copies of the priority documents have been received. 

2. □ Certified copies of the priority documents have been received in Application No. . 

3. □ Copies of the certified copies of the priority documents have been received in this National Stage 

application from the International Bureau (PCT Rule 17.2(a)). 
*See the attached detailed Office action for a list of the certified copies not received. 

14) D Acknowledgement is made of a claim for domestic priority under 35 U.S.C. § 1 19(e). 
a)D The translation of the foreign language provisional application has been received. 

15) D Acknowledgement is made of a claim for domestic priority under 35 U.S.C. §§120 and/or 121. 

Attachment(s) 

1) □ Notice of Ref«r»nces Cited (PTO-892) 4) □ Interview Sinnmafy (PTO-413) Paper No(i). 



2) Q Notice cf Orwftsperson't Patent Drowina Review (PTO-948) 5) O Notice of Informal Patent Application {PTO-1 52) 

3) □ Infomuftion Disclosure St8tement(s) (PTO-1 449) Paper No(t). 6) □ Other: 



U. S. Patent and Trademark Office 

PTO-326 (Rev. 04-01 ) 



Office Action Summary 



Part of Paper No. 1 1 
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DETAILED ACTION 

This Office action is in response to the communication filed February 20, 2003, Paper No. 

10. 

Claims 24-31, 40-47 are pending in the instant ^plication. 
Any rejections not repeated in this Office action are hereby withdrawn. 
The text of those sections of Title 35, U.S. Code not included in this action can be found 
in a prior Office action. 

Response to Arguments and Amendments 
Maintained Rejections 

Claims 24-31 and 40-47 are rejected under 35 U.S.C. 112, first paragraph, for lacking 
enablement over the scope claimed for the reasons of record set forth in the Office action mailed 
November 19, 2002, Paper No. 9. 

Applicant's arguments filed February 20, 2003 have been fiilly considered but they are not 
persuasive. Applicants argue that the fiiU scope of the claims is enabled, which scope comprises 
decreasing blood glucose and insulin levels in any organism comprising the administration of 
antisense oligonucleotides between 8-30 nucleobases in length, which antisense specifically target 
and inhibit the expression of human PI3K p85 of SEQ ID NO: 1. Contrary to Applicants 
assertions, however, the instant disclosure teaches the ability to decrease blood glucose and 
insulin levels using mouse models, which models are reasonable for analogous treatment 
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applications in humans. The ability to achieve these treatment effects in mice, as well as knowing 
the homology between mouse and human PI3K p85, however, is not necessarily predictive of the 
ability to achieve these treatment effects in any and/or all organisms comprising the administration 
of antisense oligonucleotides that specifically target and inhibit the expression of human PDK p85 
ofSEQIDNO: 1. 

Applicants additionally argue that the full scope of the claims are enabled, including the 
ability to prevent or delay onset of increased blood glucose or insulin levels in any organism 
comprising the administration of antisense oligonucleotides between 8 and 30 nucleobases that 
specifically target and inhibit the expression of PI3K p85 of SEQ ID NO: 1, because well 
designed pharmacological studies in vivo in animals are predictive of the production of the same 
effects in humans, including rodent models for blood glucose and insulin responses in humans. 

The correlation or appropriateness of the animal models provided in the instant application 
for predicting efficacy in humans for purposes of enablement is not the issue or iss ues addressed 
in the instant scope of enablement rejection . Contrary to Applicants' assertions, no evidence has 
been provided in the instant disclosure or in the known scientific literature, for the ability to delay 
the onset or prevent increased blood glucose or insulin levels in an organism comprising the 
administration of antisense that target and specifically inhibit the expression of PDK p85. The 
instant disclosure provides evidence for the ability to decrease blood glucose levels or insulin 
levels in mice comprising administration of antisense between 8-30 nucleobases that specifically 
target and inhibit the expression of human PDK p85. The ability to decrease blood glucose levels 
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or insulin levels in an organism (i.e mouse or humans) comprising the administration of these 
antisense, however, is not predictive of the abihty to delay the onset or prevent increasing blood 
glucose or insuUn levels . The treatment effects demonstrated are not extrapolatable to 
prevention. It would require undue experimentation beyond that which has been provided in the 
instant disclosure, or which exists in the art, to prevent or delay the onset of increasing blood 
glucose or insulin levels in any organism comprising the administration of antisense. Therefore, 
the claimed invention is not enabled for this broad scope. 

Conclusion 

THIS ACTION IS MADE FINAL. Applicant is reminded of the extension of time 
policy as set forth in 37 CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS fix)m the mailing date of this action. In the event a first reply is filed within TWO 
MONTHS of the mailing date of this final action and the advisory action is not mailed until after 
the end of the THREE-MONTH shortened statutory period, then the shortened statutory period 
will expire on the date the advisory action is mailed, and any extension fee pursuant to 37 CFR 
1.136(a) will be calculated fi-om the mailing date of the advisory action. In no event, however, 
will the statutory period for reply expire later than SIX MONTHS from the mailing date of this 
final action. 
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Art Unit: 1635 

Certain papers related to this application may be submitted to Art Unit 1635 by facsimile 
transmission. The faxing of such papers must conform with the notices published in the Official 
Gazette, 1156 OG 61 (November 16, 1993) and 1 157 OG 94 (December 28, 1993) (see 37 
C.F.R. § 1.6(d)). The official fax telephone numbers for the Group are (703) 308-4242 and (703) 
305-3014. NOTE: If Applicant does submit a paper by fax, the original signed copy should be 
retained by applicant or applicants representative. NO DUPLICATE COPIES SHOULD BE 
SUBMITTED so as to avoid the processing of duplicate papers in the Office. 

Any inquiry concerning this communication or earlier communications from the examiner 
should be directed to Jane Zara whose telephone number is (703) 306-5820. If attempts to 
reach the examiner by telephone are xmsuccessful, the examiner's supervisor, John LeGuyader, can 
be reached on (703) 308-0447. Any inquiry regarding this application should be directed to the 
patent analyst, Katrina Tumer, whose telephone number is (703) 305-3413. Any inquiry of a 
general nature or relating to the status of this application should be directed to the Group 
receptionist whose telephone number is (703) 308-0196, 
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DOCKET NO: ISIS0057-100 PATENT 

RESPONSE UNDER 37 CFR 1.116 
EXPEDITED PROCEDURE 
EXAMINING GROUP NO. 1635 

IN THE UNITED STATES PATENT AND TRADEMARK OFFICE 
In re application of: Monia et al. 

Confirmation No. 6803 
Serial No.: 09/715,983 Group Art Unit: 1635 

Filed: November 20, 2000 Examiner: Zara, Jane J. 

Title: Antisense Modulation of PI3K P85 Expression 

EXPRESS MAIL INFORMATION 

EXPRESS MAIL LABEL NO: EV146 602 IISUS 
DATE OF DEPOSIT: July 7. 2003 

MAIL STOP AF 

Commissioner for Patents 
P.O. Box 1450 
Alexandria, VA 22313-1450 

Dear Sir: 

AMENDMENT AND REQUEST FOR RECONSIDERATION 

In response to the Final Rejection mailed May 7, 2003, Applicants respectfully request 
that the following amendments be entered and that the rejection of claims in the appUcation be 
reconsidered and withdrawn. 
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IN THE CLAIMS: 

This listing of claims will replace all prior versions, and listings, of claims in the 
application. 

Please cancel claims 25, 29, 41 and 45 without prejudice. 
Please amend claims 24, 27, 28, 31, 40, 43, 44 and 47 as follows. 

24. (Currently Amended) A method of decreasing blood glucose levels in an animal a human 
comprising administering to said animal human an antisense compound 8 to 30 nucleobases in 
length targeted to a nucleic acid molecule of SEQ ID NO: 1 encoding human PBK p85, wherein 
said compoimd specifically hybridizes with and inhibits the expression of human PBK p85. 

25. (Canceled) 





^26. The method of claim 24 wherein the blood glucose levels are plasma glucose levels or serum 
glucose levels. 




27.'tG4UTently Amended) The method of claim 24 wherein the animal human is a diabetic animal 
human . 

r28?^urrently Amended) A method of decreasing insuUn levels in an animal a human comprising 
^ administering to said animal human an antisense compound 8 to 30 nucleobases in length 
targeted to a nucleic acid molecule of SEQ ID NO: 1 encoding human PBK p85, wherein said 
compoxmd specifically hybridizes with and inhibits the expression of human PBK p85. 

29. (Canceled) 

method of claim 28 wherein the insulin levels are plasma insulin levels or serum insulin 




( 31. (Currently Amended) The method of claim 28 wherein the animal human is a diabetic animal 
Buman . 

40. (Currently Amended) A method of preventing or delaying the onset of an increase in blood 
glucose levels in on animal a human comprising administering to said animal human an antisense 
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compound 8 to 30 nucleobases in length targeted to a nucleic acid molecule of SEQ ID NO: 1 
encoding human PDK p85, wherein said compound specifically hybridizes with and inhibits the 
expression of hiunan PDK p85. 

41. (Canceled) 

42. (Currently Amended) The method of claim 40 wherein the blood glucose levels are plasma 
glucose levels or serum glucose levels. 

43. The method of claim 40 wherein the animal human is a diabetic animal human . 

44. (Currently Amended) A method of preventing or delaying the onset of an increase in insulin 
levels in an animal a human comprising administering to said animal human an antisense 
compound 8 to 30 nucleobases in length targeted to a nucleic acid molecule of SEQ ID NO: 1 
encoding human PI3K p85, wherein said compound specifically hybridizes with and inhibits the 
expression of human PDK p85. 

45. (Canceled) 

46. The method of claim 44 wherein the insulin levels are plasma insulin levels or serum insulin 
levels. 

47. (Currently Amended) The method of claim 44 wherein the animal human is a diabetic animal 
human . 

REMARKS 

Claims 24-31 and 40-47 are pending, and are rejected. Clauns 24, 27, 28, 31, 40, 43, 44 
and 47 have been amended to recite "human" instead of "animal" to further clarify the claims. 
Claims 25, 29, 41 and 45 recite **wherein the animal is a human" and have been canceled. No 
new matter has been added. 

Upon entry of this amendment, claims 24, 26-28, 30, 31, 40, 42-44, 46 and 47 will be 
pending. 
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I. The Claimed Invention Is Sufficiently Enabled 
A. Decreasing glucose/insulin levels 

Claims 24-31 and 40-47 are rejected under 35 U.S.C. §1 12, first paragraph, as allegedly 
failing to provide an enabling disclosure. Claims 25, 29, 41 and 45 have been canceled. 
Applicants traverse the rejections and request reconsideration of the same. 

The Office Action asserts that although the claims drawn to decreasing blood glucose 

and/or insulin levels in humans are allowable, undue experimentation is required to decrease 

blood glucose and/or insulin levels in other animals. Although Applicants disagree, solely to 

advance prosecution of the present application, claims 24, 27, 28, 31, 40, 43, 44 and 47 have 

been amended to recite "human" instead of "animal". Accordingly, claims 24, 27, 28, 31, 40, 43, 

44 and 47 are fully enabled. Furthermore, claims 26, 30, 42 and 46 depend from claims 24, 28, 

40 and 44, respectively, and are also similarly enabled because these claims also recite "human". 

The Examiner additionally rejected claims 40, 42-44, 46 and 47, which recite a method 

of "preventing or delaying" the onset of an increase in blood glucose or insulin, stating that the 

ability to decrease blood glucose levels or insulin levels in an organism comprising the 

administration of these antisense is not predictive of the ability to delay the onset or prevent 

increasing blood glucose or insulin level, and the "treatment effects demonstrated are not 

extrapolatable to prevention." (See pages 3 and 4 of the Office Action). Applicants respectfiiUy 

disagree and assert that claims 40, 42-44, 46 and 47 are fiilly enabled by the specification. 

The enablement requirement of §112 is satisfied so long as a disclosxu-e contains 

sufficient information that persons of ordinary skill in the art having the disclosure before them 

would be able to make and use the invention. In re Wands, 8 U.S.P.Q.2d 1400 (Fed. Cir. 1988) 

(the legal standard for enablement under §1 12 is whether one skilled in the art would be able to 

practice the invention without undue experimentation). In this respect, the following statement 

from In reMarzocchU 169 U.S.P.Q. 367, 369-370 (C.C.P.A. 1971), is noteworthy: 

The only relevant concern of the Patent Office under these circumstances 
should be over the truth of any such assertion. The first paragraph of §1 12 
requires nothing more than objective enablement. How such a teaching is set 
forth, either by the use of illustrative examples or by broad terminology, is of 
no importance. 

As a matter of Patent Office practice, then, a specification disclosure which 
contains a teaching of the manner and process of making and using the 
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invention in terms which correspond in scope to those used in describing and 
defining the subject matter sought to be patented must be taken as in 
compliance with the enabling requirements of the first paragraph of §112 
unless there is reason to doubt the objective truth of the statements contained 
therein which must be relied upon for enabling support, (emphasis added). 

Throughout the specification. Applicants have clearly taught that an onset of an increase in 
glucose and/or insulin levels may be prevented or delayed, and how such prevention or delay may 
be achieved. For example. Applicants have shown that the inhibition of nucleic acid molecules 
expressing PDK p85 reduces glucose and insulin levels in vivo. (See Examples 21 and 22 of the 
specification). Since it has been shown that the decrease in expression of PDK p85 correlates 
with the decrease in glucose and insulin levels, one of ordinary skill would expect that a increase 
in the level of expressed PI3K p85 would correlate with a increase in the level of glucose and 
insulin. Thus, a reasonable "extrapolation" can be made that if an antisense compound of claims 
40, 42-44, 46 and 47 is administered to inhibit the expression of PDK p85, the level of PDK p85 
would not be able to increase, and accordingly, an increase in the level of glucose and insulin 
would be prevented or delayed. Therefore, one of ordinary skill would understand that the 
present invention teaches that an onset of an increase in glucose and/or insulin may be prevented 
or delayed. Indeed, Applicants have shown that blood glucose and/or insulin levels can be 
decreased upon administration of a compound of the invention. Accordingly, there is no reason 
to believe that continued administration of the compounds would not prevent or delay an increase 
of blood glucose and/or insulin levels. 

Throughout the specification, Applicants have also enabled one of ordinary skill to 
prevent or delay the increase in glucose and/or insulin. For example. Applicants taught that the 
present invention provides for "methods of treating an animal, particularly a human, suspected of 
having or being prone to a disease or condition associated with expression of PDK p85 by 
administering a therapeutically or prophylactically [i.e., preventing or delaying] effective 
amount of one or more of the antisense compounds... of the invention [i.e. the antisense 
compounds recited in claims 40, 42-44, 46 and 47]. (See page 5 of the specification). Moreover, 
Applicants taught that the claimed compounds may be administered in a number of ways, e.g., 
topical, inhalation, intratracheal, intranasal, epidermal, etc. (see page 23 of the specification); and 



5 



PATENT 

the dosage can be determined by one of ordinary skill in the art, e.g., 0.01 ug to 100 g per kg of 

body weight (see page 47 of the specification). 

Additionally, the Applicants even clearly provided examples of how to practice the 

claimed methods of preventing an onset of an increase of glucose and/or insulin. For example, on 

page 47 of the specification. Applicants taught that: 

"Following successful treatment, it may be desirable to have the patient undergo 
maintenance therapy to prevent the recurrence of the disease state, wherein the 
oligonucleotide is administered in maintenance doses, ranging from 0.01 ug to 
lOQtg per kg pf body weight, once or more daily. . 

Applicants submit that there is no reason to doubt the objective truth of the statements contained 

in the application. Therefore, the Examiner must take Applicants' teaching of methods of 

preventing or delaying the onset of increase in glucose and/or insulin level as being in compliance 

with the enabling requirements of the first paragraph of §1 12. /n re Marzocchiy 169 U.S.P.Q. 367, 

369-370 (CC.P.A. 1971). 

Thus, claims 40, 42-44, 46 and 47 are fully enabled. Accordingly, Applicants 

respectfully request that the rejection under 35 U.S.C. § 1 12, first paragraph be withdrawn. 
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II. Conclusion 

Pending claims 24, 26-28, 30, 31, 40, 42-44, 46 and 47 are in condition for allowance and 
an early notice of the same is earnestly solicited. If, for any reason, the present application fails to 
proceed to allowance, the Examiner is encouraged to contact Applicants' undersigned 
representative at (215) 665-2158. 



COZEN O'CONNOR, P.C. 
1900 Market Street, 5* Floor 
Philadelphia, PA 19103-3508 
Telephone: (215) 665-2158 
Facsimile: (215) 701-2057 



Doc No. 1 874474 v.l 



Respectfully submitted, 



Dated: July 7, 2003 




Quan L. Nguyen 
Reg. No. 46,957 
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IN THE CLAIMS: 

Please cancel claims 40, 42-44, 46 and 47 without prejudice. 

REMARKS 
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IN THE CLAIMS: 

Please cancel claims 40, 42-44, 46 and 47 without prejudice. 

REMARKS 

Claims 24, 26-28, 30, 31, 40, 42-44, 46 and 47 are be pending. Claims 40, 42-44, 46 and 
47 have been canceled. Upon entry of the amendment, claims 24, 26-28, 30 and 3 1 will remain 
pending. 

In the Advisory Action mailed July 30, 2003, the Examiner indicated that claims 24, 26- 
28, 30 and 3 1 are allowable if submitted in a separate, timely filed amendment canceling non- 
allowable claims. Although Applicants maintain that claims 40, 42-44, 46 and 47 are also 
allowable, to expedite the prosecution of the application, AppUcants have canceled non-allowable 
claims 40, 42-44, 46 and 47. Applicants respectfully request that the Examiner issue claims 24, 
26-28, 30 and 31. 
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Fee Paid 



SUBTOTAL (1) 



2. EXTRA CLAIM FEES FOR UTILITY AND REISSUE 

Extra Fee from Fee 
Claims below Paid 
X 



Total Claims 

Independent 
Claims 

Multipie 
Dependent 



Lanie Entity 


Small Entity 


Fm 


Fee 


Fee Fee 


Code 


(9) 


Code ($) 


1202 


18 


2202 9 


1201 


86 


2201 43 


1203 


290 


2203 145 


1204 


86 


2204 43 


1205 


18 


2205 9 



Fee Description 

Claims in excess of 20 
Independent claims in excess of 3 
Multiple dependent daim, if not paid 
Reissue independent daims over 
original patent 

** Reissue dalms in excess of 20 and 
over original patent 



SUBTOTAL (2) {$)0 



FEE CALCULATION (continued) 



3. ADDITIONAL FEES 
Lara« Entity Small Entttv 



Cod* 


F«« 

($) 

130 


F«« 

Cod* 


Fo« 

{%) 


Fee Description Fee Paid 


1051 


2051 


65 


Surcharge - late filing fee or oath 




1052 


50 


2052 


25 


Surcharge - late provisional filing fee 
or cover sheet. 




1053 


130 


1053 


130 


Non-English specification 




1612 


2,520 


1812 


2.520 


For filing a request for reexamination 




1804 


920* 


1804 


920* 


Requesting publication of SIR prior to 
Examiner action 




1805 


1.840* 


1605 


1,840* 


Requesting publication of SIR after 
Examiner action 




1251 


110 


2251 


55 


Extension for reply within first month 




1252 


420 


2252 


210 


Extension for reply within second 
month 




1253 


950 


2253 


475 


Extension for reply within third month 


475 


1254 


1,480 


2254 


740 


Extension for reply within fourth 
month 




1255 


2,010 


2255 


1,005 


Extension for reply within fifth month 




1401 


330 


2401 


165 


Notice of Appeal 


165 


1402 


330 


2402 


165 


Filing a brief in support of an appeal 




1403 


290 


2403 


145 


Request for oral hearing 




1451 


1.510 


1451 


1.510 


Petition to institute a public use 
proceeding 




1452 


110 


2452 


55 


Petition to revive - unavoidable 




1453 


1.330 


2453 


665 


Petition to revive - unintentional 




1501 


1.330 


2501 


665 


Utility issue fee (or reissue) 




1502 


480 


2502 


240 


Design issue fee 




1503 


640 


2503 


320 


Plant issue fee 




1460 


130 


1460 


130 


Petitions to the Commissioner 




1807 


SO 


1807 


50 


Processing fee under 37 CFR 1 .17 (q) 




1806 


180 


1806 


180 


Submission of Infomiation Disdosure 
Stmt 




8021 


40 


8021 


40 


Recording each patent assignment 
per property (times number of 
properties) 




1809 


770 


2809 


385 


Fiiing a submission after final rejection 
(37 CFR 51.129(a)) 




1810 


770 


2810 


385 


For each additional invention to be 
examined (37 CFR § 1.129(b)) 




1601 


770 


2801 


385 


Request for Continued Examination (RCE) 




1802 


900 


1802 


900 


Request fore}(p6dited examination 
of a design application 





Other fee (spedfy) 



•Reduced by Basic Fifing Fee Paid SUBTOTAL (3) | ($)640 



r SUBUrrTEDBY 


Com 


ptete (if applicat)le) ^ 


Name (Print/Type) 


PaulKJLegaard 


Registration Ato. 
(Attomey/AgenO 


38.534 


Tetephooe 


215^5^914 


^Signatum 




Date 


November 7, 2003 j 



WARNING: Information on this fonn may become public, crean caro mrormauon snouia noi oe 
Included on this form. Provide credit card Information and authorization on PTO-2038. 
This coUedion of information is requ^ by 37 CFR 1.17 and 1.27. The Information it required to obtain or retain a benefit by the puWic which is to file (and by the USPTO to process) an 
•ppiication. Confidentiatity is governed by 35 U.SX. 122 and 37 CFR 1.14. TNs cdledion is estimated to take 12 minutes to complete, induding gathering, preparing, and submitting the 
completMJ application forni to the USPTO. Time wiK vary depen<Sng upon ttie imSvidual case. Any comments on the amount of time you require to complete «Ns fonri .•^jr Kjjgesbons 
for redudng this bunJen. shoiid be sent to the Chief Intonnation Officer. U.S. Patent and Trademark Office. U.S. Department of Commerce, P.O. Box 1450 Alexandna. VA 22313-1450. 
DO NOT SEND FEES OR COMPLETED FORMS TO THIS ADDRESS. SEND T : Commlsslonir for PatanU, P.O. Box 14«0. Alexandria, VA 22313.1460. 

If you need assistance in completing this form, call l-SOO-PTO-gm (l-eoO-JBG-Bm) and select option 2. 



PTO/SB/22 (08-03) 
Approved for use through 7/31/2006. 0MB 0661-0031 
U S Patent and TrademarH Office; U.S. DEPARTMENT OF COMMERCE 
p.H.. ^ion Act nf 1995 no persons are regt iir^d to respond to a oollection of information unless it displays a valid 0MB control number 

■ - . " - (Optional) 



PETITION FOR EXTENSION OF TIME UNDER 37 CFR 1.136(a) 



Docket Number ( 
ISIS0057-100/ISPH-0519 





In re Application of Brett P. Monia j 




Application Number 09/715,983 


Filed November 20. 2000 | 




For Antisense Modulation of PI3K P85 Expression j 




Art Unit 1635 Examiner JaneJ.Zara 1 



This is a request under the provisions of 37 CFR 1 .136(a) to extend the period for filing a reply in the above 
identified application. 

The requested extension and appropriate non-small-entity fee are as follows (check time period desired): 

$ 



$ 

$ 950 

$ 

$ 



□ One month (37 CFR 1.17(a)(1)) 

□ Two months (37 CFR 1 .1 7(a)(2)) 
H Three months (37 CFR 1 .1 7(a)(3)) 

□ Four months (37 CFR 1 .17(a)(4)) 

□ Five months (37 CFR 1 .17(a)(5)) 
Applicant claims small entity status. See 37 CFR 1.27. Therefore, the fee amount shown 
above is reduced by one-half, and the resulting fee is: $ 475 . 
A check in the amount of the fee is enclosed. 

Payment by credit card. Fonm PTO-2038 is attached. 

The Director has already been authorized to charge fees in this application to a Deposit Account. 

The Director is hereby authorized to charge any fees which may be required, 
or credit any overpayment, to Deposit Account NumberSO^Oiiy 
I have enclosed a duplicate copy of this sheet 
I am the □ applicant/inventor. 

□ assignee of record of the entire interest. See 37 CFR 3.71 

Statement under 37 CFR 3.73(b) is enclosed. (Fomi PTO/SB/96). 
ia attorney or agent of record. Registration Number 38,534 

□ attomey or agent under 37 CFR 1 .34(a). 

Registration number if acting under 37 CFR 1.34(a). . 

WARNING: Information on this form may become public. ^^^^^^^^^^^^iP^ 2M°8 ^ 
included on this form. Provide credit card information and authorization on PTO-2038. 



IS 

□ 
□ 

SI 



November?. 2003 



Date 



Telephone Number 



Signature 

Paul K. Legaard 

Typed or printed name 



note: Signatures of .11 the lnvento« or assignees of ««Kd of the entire Interest or their rep.esentative(s) a,e required. Sul^nit multipie fOnns if 
3 than one signature Is required, see t)elow. . 

5S?.TsS.SHNbTO:CoL....n.M^P^^^^ 



PTO/SB/31 (08-03) 
Approved for use through 07/31/2006. 0MB 0651-0031 
U S. Patent and Trademark Office; U.S. DEPARTMENT OF COMMERCE 



NOTICE OF APPEAL FROM THE EXAMINER TO 
THE BOARD OF PATENT APPEALS AND INTERFERENCES 



Docket Number (Optional) 
ISIS0057-100/ISPH-0519 



Express Mail No.: EL 964553545 US 
Date of Deposit: November 7, 2003 



Signature 
Typed or printed 



name 



Paul K. Legaard 



In re Application of 



RrPtt Monia et al. J 


Application Number 


Filed 


09A71 5.983 


November 20. 2000 


For 




Antisense Modulation Of PI3K P85 Expression 



Art Unit 
1635 



Jane J. Zara 



Applicant hereby .ppe.l. to the Board of Patent Appeals and Interferences from the decision of the examiner. 

The fee for this Notice of Appeal is (37 CFR 1 .17(b)) $ 33^22- 

H Applicant Claims small entity status. See 37 CFR 1 .27. Therefore, the fee shown above is reduced ^ ^ 

by half, and the resulting fee is: 

□ A check In the amount of the fee is endosed. 

□ Payment by aedit card. Form PTO-2038 Is attached. 

B, The Director has already been authorized to chargefees in this application toaoeposrt Account. have endosed 
of this sheet. 

HThe Director is hereby authorized tocharge any fees Which may be required, or credit any ove 
50.1275 . i have enclosed a duplicate copy of this sheet 



3 A petition for an extension of time under 37 CFR 1 .136(a) (PT0/SB«2) is enclosed. 



warning: information on this f^n;, -y "^.^-e P^^^^^^^^^^ ca«l Information should not be Included on this 
form. Provide credit card information and authorization on PTO-2038. ^ 



lam the 

□ applicant/inventor. 

□ assignee of record of the entire interest See 37 CFR 3.71. 
Statement under 37 CFR 3.73(b) is enclosed. (Form PTO/SB/96) 

H attorney or agent of record. 
Registration number 3L5M 

□ attorney or agent acting under 37 CFR 1 .34(a). 
Registration number If acting under 37 CFR 1 .34(a). . 



Paul K. Legaard 



Typed or printed name 
215-665-6914 



Telephone number 



November 7, 2003 



Date 



NOTESK,naturesofalltheinventorsorasslgneesofrecorto.theentireinterestor,heir,ep.esen^^^^^ SubmrtmuHipie 
fbnns if more than one signature is required, see beloW , 



□ *Totalof fomns are submitted. 

ADDRESS. SEND TO: CommlMlontr for Pattntt. P.O. Box 1460. Altxtndrta, VA wo. 

tfyou need essistance In completing the form, caU 1-m-PT0-9m and select option 2. 




RECEIVED IN THE Hi^HSTATES PATENT 
AND TRADEMARK OFFICE 

Paper: Transmittal Form for Amendment After Final (w/Express Mail 
Service); Amendment After Final in response to Final Rejection dated May 7, 
2003; Return Postcard all via Express Mail No. EV146 607 656US 

Applicant(s): Brett P. Monia et al. 

Title: ANTISENSE MODULATION OF PI3K P85 EXPRESSION 

Serial No.: 09^15.983 rUTULUn^mLII^ 
FUed: November 20, 2000 L V Ji 4 b b U b i h U ^ 

Docket No.: ISIS0057-100 (ISPH-0519) 
Date Sent: August 7, 2003 QLNguyen/Hope Graves 



RECEIVED IN THE UNITED STATES PATENT 
AND TRADEMARK OFFICE 

J'^'T^^^ for Amendment After Final (w/Express Mail 

20TSt:^;l""i';f" ^'^^ *° Rejection Say 7 

^003, Return Postcard all via Express Mail No. EV146 607 656US 

Applicant(s): Brett P. Monia et al 
Filed: November 20, 2000 

Docket No.: ISIS0057-100 (ISPH-0519) yi,,« 
Date Sent: August 7, 2003 QLNguyen/Hope oSvfs ' ^ 

UT20 Rec'd PCT/PTO 0 7 AUG 2WS — 



^, 

customer Comr ■ 

EXPRESS 

, MAIL postOffkseToAddressee 




5M: 



r 



:58^^519)/136661.0^ 



519 



PRESS HARD 

.a are making 3 copies 



FORP.CKUPORTBACKmGCAULV800 



I?:?: ISof and 
CandssioDer tor Patents 



.222-1811 www.us ps.com 




PTO/SB/21 (05^3) 
Approved for use through 04/3(V2003. OMB 0651-O031 
U S Patent and Trademark Office: U.S. DEPARTMENT OF COMMERCE 
Under B»Pape.v«*Reducton Act of 1995. no pe«ons««quiwdtore^ 



TRANSMITTAL 
FORM 

(to be used for all correspondence after initiat fUing) 



Application Number 



Filing Date 



First Named Inventor 



Art Unit 



Examiner Name 



09/715.983 



November 20. 2000 



Brett P. Monia etal. 



1636 



Jane J. Zara 



V^otal Number of Papers in This Submission | One 



Attorney Docket Number 



ISIS0057-100 (ISPH^519) 



ENCLOSURES (check all that apply) 



^ Fee Transmittal Form 

□ Fee Attached 

3 Amendment / Response 
S After Final 

□ Affidavits/declaration(s) 

O Extension of Time Request 

□ Express Abandonment Request 

□ Information Disclosure Statement 

□ Certified Copy of Priority 
Oocu^nent(s) 

□ Response to Missing Parts/ 
tncom^ete Application 

□ Response to Missing 
Parts under 37 CFR 

1.52 or 1.53 



O Assignment Papers 
(for an Application} 

O Orawing(s) 

□ Uoenslng-related Papers 

□ Petition 

Q Petition to Convert to a 
Provisional Application 

□ Power of Attorney, Revocation 
Change of Correspondence Address 

□ Terminal Disclaimer 

□ Request for Refund 

□ CD. Number of CD(s) 



□ After Allowance Communication to 
Group 

□ Appeal Communication to Board of 
Appeals and Interferences 

□ Appeal Communication to Group 
{Appeal tMke, Brief, Reply Brief) 

□ Proprietary Information 

□ Status Letter 

□ Other Enclosure{s) 
(please identify below). 



Remarks 



Express Mall Ubel No. EV146 607 656US 
Date of Deposit: August 7, 2003 



SIGNATURE OF APPUCANT, ATTORNEY, OR AGENT 



or 

Individual r^rne 



Quan Le Nguyen, Reg. No. 46.957 
Cozen Ot)onnor. P.C. 



Signature 



Date 



August 7. 2003 



CERTIRCATE OF MAIUNG 



I hereby certify that this correspondence Is being deposited with the United States Postal Service with su^ient posjw ^ 
Express Man Sen/loe m an envelope addressed to: MaO Stop AF. Commissioner for Patents. P.O. Box 1450, Alexandrta, VA 



Express 

22313-1450 on the date shown below. 



Typed or printed name I Quan L Nguyen. Reg. No. 46.957 



niwinLrs 

•requiiwby 



V Signature 



j Date j August 7. 2003 



TO^^oScton of Wdmwtoo !• 
SpTOtocSowM^^ 

S^TSSycommJiio^ 

InfeonSnOflioar. 0^. f^errf T«d«n«^ 

FEES OR COMPIXTa) FORMS TO TH© ADDRESS. «EII0 TO: Commissioner for PatenU, P.O. B x1450,AI xandria, VAZ2313- 
1450 

if you needassisiance kt oompleUng tfie hm. call l-eoO-PTOPm andsetect opUon 2. 



PATENT 

DOCKET NO: ISIS0057-100 aSPH-0519) 

RESPONSE UNDER 37 CFR 1.116 
EXPEDITED PROCEDURE 
EXAMINING GROUP NO. 1635 

IN THE UNITED STATES PATENT AND TRADEMARK OFFICE 
In re application of: Monia et al. 

Confirmation No. 6803 
Group Art Unit: 1635 

Serial No.:H)9/715,983 

u ->n -jnAO Examiner. Zara, Jane J. 

Filed: November 20, 2000 

Title: Antisense Modulation of PI3K P85 Expression 

FYPPFSS mimRMATION 

EXPRESS MAIL LABEL NO: EV 146 607 656 US 
DATE OF DEPOSIT: August 7. 2003 

MAIL STOP AF 
Commissioner for Patents 

P.O. Box 1450 
Alexandria, VA 22313-1450 

Dear Sin 

AMENDMENT 

tar«spo,^tofl»A4vfao.yAcfi»n,mil.dJuly30.2003.andFinalRq«Uoamailed 
May7.2003.App«c»««sp«tfully«questth.ttl«foUowing«n«^»«b««^^ 



DOCKET NO: ISIS0057-100 aSPH-0519) 



PATEl^T 



IN THE CLAIMS: 

Please cancel claims 40, 42-44. 46 and 47 without prejudice. 

REMARKS 

Claims 24. 26-28, 30. 3 1 . 40, 42-44, 46 and 47 are be pending. Claims 40. 42-44, 46 and 
47 have been canceled. Upon entry of the amendment, claims 24. 26-28. 30 and 3 1 will remam 
pending. 

In the Advisory Action mailed July 30, 2003, the Examiner indicated that claims 24. 26- 
28 30 and 31 are allowable if submitted in a separate, timely filed amendment canceling non- 
allowable claims. Although Applicants maintain that claims 40, 42-44. 46 and 47 are also 
allowable, to expedite the prosecutionofthe application. Applicants have canceled non-al^^^^^^^ 

claims 40. 42-44, 46 and 47. Applicants respectfully request that the Examiner issue claims 24, 

26-28, 30 and 31. 



Dated: August?, 2003 



Respectfully submitted, 

Quan L. Nguyen 
Reg. No. 46,957 



COZEN O'CONNOR, P.C. 
1900 Maiket Street, 5* Floor 
Philadelphia, PA 19103-3508 
Telephone: (215) 665-2158 
Facsimile: (215) 701-2057 



Doc No. 1893468 V.I 



